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State-of-the-Art Science and Risk-Based

Decision Makingb 4
● Create Technical Advisory Boards

- Mixed Board (Academia, Industry, FDA)

– Recommend to Agency when a National Forum
tw& tO he held

● Forum Focus
. Opm &ta pr.scntation
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. Create climate where problems can be di.scu..sed
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Facilitate the Exchange and Integration of Scientific
Information for Agency Seientiata
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Hire and maintain Experlerrced& Pragmatic staff

Provide opportunities for Agemy scientists to engage in
Iabomtory research
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- Cospde hrtumtdps

Have scientists tYom industry present state of the art

‘PFiu~ to FDA scientists
Use Technieal Advisow Board as a fomm to discuss
new information, advise FDA and hold appropriate ‘0
symposium
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Educating the Public - Risks Against

Benefits— 4
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Bettex educate the pubfic on the basis for the approval of

new medicines

Provide the public with be&x information about the

phatmxeuticafs they have been prescribed

Look at using a publicly supporied forum like National

Publk Radio/fekvision for patient education - FDA
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Limited Resources - Achieve the Greatest

& lrnD Cta 4

. Partner more xtively with pmd~t sponsom
● Use Advisory Commillees to estah Iish priorities for

Fast Trwk products
● Influence spnnsors to positively enable FDA review

process
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. Reassess tbe Inspcztion Programs
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3- A fii wilh wd regulatory standing should be imp.cc “
fksa fiqumt y dmn a f!m with a poor inspection hmt

0e4-w-tK#l

Stakeholder Communfcntions
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Continue to seek sfskeholdw input

Continue to develop dra!l guidance and keep Indumy
Informed

- Involve industrym the cmstion of draftguidamw

Implememt modernization effectively and consistently

- Hmnmdzc Guidawe ml Proce+ssaws CenteIS

- HarmonizeCfobally
- Partner ●ffeclivefy wkh PhOrma.copeb .
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